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total revenue amount determined under sub-
section (b) for the fiscal year, as adjusted pur-
suant to subsection (c) and paragraph (4) of 
this subsection, plus amounts collected for the 
reserve fund under subsection (d). 

(4) Offset 

Any amount of fees collected for a fiscal 
year under this section that exceeds the 
amount of fees specified in appropriation Acts 
for such fiscal year shall be credited to the ap-
propriation account of the Food and Drug Ad-
ministration as provided in paragraph (1), and 
shall be subtracted from the amount of fees 
that would otherwise be collected under this 
section pursuant to appropriation Acts for a 
subsequent fiscal year. 

(h) Definitions 

For purposes of this section: 
(1) The term ‘‘advisory review’’ means re-

viewing and providing advisory comments on 
DTC advertisements regarding compliance of a 
proposed advertisement with the requirements 
of this chapter prior to its initial public dis-
semination. 

(2) The term ‘‘advisory review fee’’ has the 
meaning indicated for such term in subsection 
(a)(1)(D). 

(3) The term ‘‘carry over submission’’ means 
a submission for an advisory review for which 
a fee was paid in one fiscal year that is sub-
mitted for review in the following fiscal year. 

(4) The term ‘‘direct-to-consumer television 
advertisement’’ means an advertisement for a 
prescription drug product (as defined in sec-
tion 379g(3) of this title) intended to be dis-
played on any television channel for less than 
3 minutes. 

(5) The term ‘‘DTC advertisement’’ has the 
meaning indicated for such term in subsection 
(a)(1)(A). 

(6) The term ‘‘operating reserve fee’’ has the 
meaning indicated for such term in subsection 
(a)(2)(A). 

(7) The term ‘‘person’’ includes an individ-
ual, partnership, corporation, and association, 
and any affiliate thereof or successor in inter-
est. 

(8) The term ‘‘process for the advisory re-
view of prescription drug advertising’’ means 
the activities necessary to review and provide 
advisory comments on DTC advertisements 
prior to public dissemination and, to the ex-
tent the Secretary has additional staff re-
sources available under the program under 
this section that are not necessary for the ad-
visory review of DTC advertisements, the ac-
tivities necessary to review and provide advi-
sory comments on other proposed advertise-
ments and promotional material prior to pub-
lic dissemination. 

(9) The term ‘‘resources allocated for the 
process for the advisory review of prescription 
drug advertising’’ means the expenses incurred 
in connection with the process for the advi-
sory review of prescription drug advertising 
for— 

(A) officers and employees of the Food and 
Drug Administration, contractors of the 
Food and Drug Administration, advisory 
committees, and costs related to such offi-

cers, employees, and committees, and to 
contracts with such contractors; 

(B) management of information, and the 
acquisition, maintenance, and repair of com-
puter resources; 

(C) leasing, maintenance, renovation, and 
repair of facilities and acquisition, mainte-
nance, and repair of fixtures, furniture, sci-
entific equipment, and other necessary ma-
terials and supplies; 

(D) collection of fees under this section 
and accounting for resources allocated for 
the advisory review of prescription drug ad-
vertising; and 

(E) terminating the program under this 
section pursuant to subsection (f)(2) if that 
becomes necessary. 

(10) The term ‘‘resubmission’’ means a subse-
quent submission for advisory review of a di-
rect-to-consumer television advertisement 
that has been revised in response to the Sec-
retary’s comments on an original submission. 
A resubmission may not introduce significant 
new concepts or creative themes into the tele-
vision advertisement. 

(11) The term ‘‘submission for advisory re-
view’’ means an original submission of a di-
rect-to-consumer television advertisement for 
which the sponsor voluntarily requests advi-
sory comments before the advertisement is 
publicly disseminated. 

(June 25, 1938, ch. 675, § 736A, as added Pub. L. 
110–85, title I, § 104, Sept. 27, 2007, 121 Stat. 832.) 

TERMINATION OF SECTION 

For termination of section by section 106(a) of 

Pub. L. 110–85, see Effective and Termination 

Dates note below. 

EFFECTIVE AND TERMINATION DATES 

Section effective Oct. 1, 2007, with fees under this sub-

part to be assessed for all human drug applications re-

ceived on or after Oct. 1, 2007, and ceases to be effective 

Oct. 1, 2012, see sections 106(a) and 107 of Pub. L. 110–85, 

set out as Effective and Termination Dates of 2007 

Amendment notes under section 379g of this title. 

§ 379h–2. Reauthorization; reporting require-
ments 

(a) Performance report 

Beginning with fiscal year 2008, not later than 
120 days after the end of each fiscal year for 
which fees are collected under this subpart, the 
Secretary shall prepare and submit to the Com-
mittee on Energy and Commerce of the House of 
Representatives and the Committee on Health, 
Education, Labor, and Pensions of the Senate a 
report concerning the progress of the Food and 
Drug Administration in achieving the goals 
identified in the letters described in section 
101(c) of the Food and Drug Administration 
Amendments Act of 2007 during such fiscal year 
and the future plans of the Food and Drug Ad-
ministration for meeting the goals. The report 
for a fiscal year shall include information on all 
previous cohorts for which the Secretary has not 
given a complete response on all human drug ap-
plications and supplements in the cohort. 

(b) Fiscal report 

Beginning with fiscal year 2008, not later than 
120 days after the end of each fiscal year for 
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which fees are collected under this subpart, the 
Secretary shall prepare and submit to the Com-
mittee on Energy and Commerce of the House of 
Representatives and the Committee on Health, 
Education, Labor, and Pensions of the Senate a 
report on the implementation of the authority 
for such fees during such fiscal year and the use, 
by the Food and Drug Administration, of the 
fees collected for such fiscal year. 

(c) Public availability 

The Secretary shall make the reports required 
under subsections (a) and (b) available to the 
public on the Internet Web site of the Food and 
Drug Administration. 

(d) Reauthorization 

(1) Consultation 

In developing recommendations to present 
to the Congress with respect to the goals, and 
plans for meeting the goals, for the process for 
the review of human drug applications for the 
first 5 fiscal years after fiscal year 2012, and 
for the reauthorization of this subpart for such 
fiscal years, the Secretary shall consult with— 

(A) the Committee on Energy and Com-
merce of the House of Representatives; 

(B) the Committee on Health, Education, 
Labor, and Pensions of the Senate; 

(C) scientific and academic experts; 
(D) health care professionals; 
(E) representatives of patient and con-

sumer advocacy groups; and 
(F) the regulated industry. 

(2) Prior public input 

Prior to beginning negotiations with the 
regulated industry on the reauthorization of 
this subpart, the Secretary shall— 

(A) publish a notice in the Federal Reg-
ister requesting public input on the reau-
thorization; 

(B) hold a public meeting at which the 
public may present its views on the reau-
thorization, including specific suggestions 
for changes to the goals referred to in sub-
section (a); 

(C) provide a period of 30 days after the 
public meeting to obtain written comments 
from the public suggesting changes to this 
subpart; and 

(D) publish the comments on the Food and 
Drug Administration’s Internet Web site. 

(3) Periodic consultation 

Not less frequently than once every month 
during negotiations with the regulated indus-
try, the Secretary shall hold discussions with 
representatives of patient and consumer advo-
cacy groups to continue discussions of their 
views on the reauthorization and their sugges-
tions for changes to this subpart as expressed 
under paragraph (2). 

(4) Public review of recommendations 

After negotiations with the regulated indus-
try, the Secretary shall— 

(A) present the recommendations devel-
oped under paragraph (1) to the Congres-
sional committees specified in such para-
graph; 

(B) publish such recommendations in the 
Federal Register; 

(C) provide for a period of 30 days for the 
public to provide written comments on such 
recommendations; 

(D) hold a meeting at which the public 
may present its views on such recommenda-
tions; and 

(E) after consideration of such public 
views and comments, revise such recom-
mendations as necessary. 

(5) Transmittal of recommendations 

Not later than January 15, 2012, the Sec-
retary shall transmit to the Congress the re-
vised recommendations under paragraph (4), a 
summary of the views and comments received 
under such paragraph, and any changes made 
to the recommendations in response to such 
views and comments. 

(6) Minutes of negotiation meetings 

(A) Public availability 

Before presenting the recommendations 
developed under paragraphs (1) through (5) 
to the Congress, the Secretary shall make 
publicly available, on the public Web site of 
the Food and Drug Administration, minutes 
of all negotiation meetings conducted under 
this subsection between the Food and Drug 
Administration and the regulated industry. 

(B) Content 

The minutes described under subparagraph 
(A) shall summarize any substantive pro-
posal made by any party to the negotiations 
as well as significant controversies or dif-
ferences of opinion during the negotiations 
and their resolution. 

(June 25, 1938, ch. 675, § 736B, as added Pub. L. 
110–85, title I, § 105, Sept. 27, 2007, 121 Stat. 840.) 

TERMINATION OF SECTION 

For termination of section by section 106(b) of 

Pub. L. 110–85, see Effective and Termination 

Dates note below. 

REFERENCES IN TEXT 

Section 101(c) of the Food and Drug Administration 

Amendments Act of 2007, referred to in subsec. (a), is 

section 101(c) of Pub. L. 110–85, which is set out as a 

note under section 379g of this title. 

EFFECTIVE AND TERMINATION DATES 

Pub. L. 110–85, title I, § 106(b), Sept. 27, 2007, 121 Stat. 

842, provided that: ‘‘The amendment made by section 

105 [enacting this section] ceases to be effective Janu-

ary 31, 2013.’’ 

Section effective Oct. 1, 2007, with fees under this sub-

part to be assessed for all human drug applications re-

ceived on or after Oct. 1, 2007, see section 107 of Pub. L. 

110–85, set out as an Effective and Termination Dates of 

2007 Amendment note under section 379g of this title. 

SUBPART 3—FEES RELATING TO DEVICES 

TERMINATION OF SUBPART 

For termination of subpart by section 107 of 

Pub. L. 107–250, see Effective and Termination 

Dates note set out under section 379i of this 

title. 

§ 379i. Definitions 

For purposes of this subpart: 
(1) The term ‘‘premarket application’’ 

means— 
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